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• Regulatory/review responsibility for tissues, 
cellular, gene therapies, and xenotransplantation
products

• Regulatory programs and scientific research to 
assure the continued safety, identity, purity, and 
potency of these products

• Collaborative reviews for combination products 
that consist of cells/tissues combined with a drug 
or device
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Tissues: cGTPsTissues: cGTPs

• CGTP requirements govern the methods 
used in, and the facilities used for, the 
manufacture of HCT/Ps

• Intended to prevent the introduction, 
transmission and spread of 
communicable disease, and to preserve 
function and integrity

Extra vigilance when urgent 
need for tissues exists
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• CBER-Sponsor 
interactions: early 
and often

• Encourage novel 
cell, tissue, and gene 
therapy products

• Repair, replace, 
restore, regenerate

Product

PharmTox

Clinical



CBER/OCTGT Contact InformationCBER/OCTGT Contact Information

• PHONE: 800-835-4709 or 301-827-2000
• INTERNET: http://www.fda.gov/cber

• Send e-mail to: OCTMA@CBER.FDA.GOV or 
MATT@CBER.FDA.GOV

• CBER Regulatory and Guidance Documents on the  Internet 
at: http://www.fda.gov/cber/guidelines.htm

• Bauer@CBER.FDA.GOV
• 301-827-0684

• PHONE: 800-835-4709 or 301-827-2000
• INTERNET: http://www.fda.gov/cber

• Send e-mail to: OCTMA@CBER.FDA.GOV or 
MATT@CBER.FDA.GOV

• CBER Regulatory and Guidance Documents on the  Internet 
at: http://www.fda.gov/cber/guidelines.htm

• Bauer@CBER.FDA.GOV
• 301-827-0684



Information OCTGT ProductsInformation OCTGT Products

• Guidance for Industry:  Guidance for Human 
Somatic Cell Therapy and Gene Therapy, March 
1998.

• PTC in the Characterization of Cell Lines to 
Produce Biologicals, CBER, FDA, 1993.

• Proposed Approach to Regulation of Cellular and 
Tissue-Based Products, February 1997.

• ICH Harmonized Tripartite Guideline: Viral 
Safety Evaluation of Biotechnology Products 
Derived from Cell Lines of Human or Animal 
Origin



Information on HCT/PsInformation on HCT/Ps

• Website at www.fda.gov/cber/tiss.htm
– Form 3356 – Registration/Listing
– Published documents and letters
– Meeting 

minutes/summaries/transcripts/presentations
• E-mail address for registration questions 

tissueregs@cber.fda.gov
• HCTERS Queries – information on 

registered establishments 
http://intranet.fda.gov/cber/tissue/hcters.htm


